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International application No. 

PCT/JP2006/30175! 



Box No. I 



Basis of this opinion 



With regard to the language, this opinion has been established on the basis of: 
|/\| the international application in the language in which it was filed 



□ 



the translation of the international application into 

translation furnished for the purposes of international search (Rule 12.3(a) and 23.1(b)). 



, which is the language of a 



2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

[ J a sequence listing 

\~___'\ table(s) related to the sequence listing 

b. format of material 
[ | on paper 

| | in electronic form 

c. time of filing/furnishing 

[ ] contained in the international application as filed 

| | filed together with the international application in electronic form 

[ | furnished subsequently to this Authority for the purposes of search 

3. | In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed or 

furnished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 
filed or does not go beyond the application as filed, as appropriate, were furnished. 



Additional comments: 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Inventive step (IS) 



Industrial applicability (IA) 



Claims 
Claims 



Claims 
Claims 



Claims 
Claims 



1-19 



1-1! 



1-19 



YES 
NO 



YES 
NO 



YES 
NO 



2. Citations and explanations: 

Document 1: JP 7-215943 A (Kyorin Pharmaceutical Co . , 

Ltd. ) , 15 August 1995 
Document 2: WO 2000/064435 Al (Lead Chemical Co., Ltd.), 

2 November 2000 
Document 3: JP 10-152434 A (Nitto Denko Corp.), 9 June 

1998 

Document 4: WO 95/031190 Al (Hisamitsu Pharmaceutical 

Co., Inc.), 23 November 1995 
Document 5: JP 2001-039873 A (Nichiban Co., Ltd.), 13 

February 2001 

Document 6: JP 6-145052 A (Hisamitsu Pharmaceutical Co., 

Inc . ) , 24 May 1994 
Document 7: JP 4-266821 A (Lead Chemical Co., Ltd.), 22 

September 1992 
Document 8: JP 4-273818 A (Kissei Pharmaceutical Co., 

Ltd.), 30 September 1992 



Document 1 states that imidafenacin is useful as a 
therapeutic drug for the treatment of frequent urination, 
urinary incontinence, and the like, but makes no 
disclosure pertaining to a transdermal absorption-type 
preparation . 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

However, oral administration of a drug to elderly or 
bedridden patients is a known problem in the field of 
therapeutic drugs for the treatment of frequent urination 
and urinary incontinence, and as noted in documents 2 to 
8, the need for a transdermal absorption-type preparation 
which is easily administered, is long-lasting, and has 
few side effects is known in the art. Thus, a person 
skilled in the art could easily conceive of forming a 
transdermal absorption-type preparation of imidaf enacin . 

Further, when doing so, optimizing features such as 
the active ingredient content and the size of the 
preparation is merely a process fittingly carried out by 
a person skilled in the art. Tackifiers such as a 
styrene-isoprene-styrene block copolymer , amphipathic 
solubilizing agents such as N-methyl-2-pyrrolidone , 
transdermal permeability enhancers such as triacetin, and 
oxidizers such as dibutyl hydr oxyt oluene are known 
components of a transdermal absorption-type preparation, 
as disclosed in documents 2 to 8, for example. Thus, 
using an appropriate combination of the various 
components is nothing more than the normal exercise of 
the faculties of a person skilled in the art. 

Moreover, no exceptional effect is deemed to result 
from the above feature. 

Accordingly, the inventions set forth in claims 1 to 
19 do not involve an inventive step in the light of 
documents 1 to 8 . 
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